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DETAILED ACTION 
Election/Restrictions 

Applicant's election witli traverse of Group I, Claims 1-10, the reply filed on 
February 8, 2007 is acknowledged. The traversal is on the ground that a proper search 
to detennine the patentable novelty of the method of rending a hydrophobic nutritional 
compound water dispersible of claims 1-19 (Group II) would include the resultant 
aqueous suspension of the hydrophobic nutrient as defined in claims 1-10 (Group I). 
This is not found persuasive for the reason set forth in the previous Office action and for 
the reason repeated herein. In the instant case, the product as claimed can be made by 
another and materially different process. For example, in U.S. Patent No. 6,294,192, 
Patel teaches a method of rendering a hydrophobic nutritional compound water 
compound water dispersible comprising different process steps and different ingredients 
than those instantly claimed In the disclosed invention. See document. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-10 are under examination. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more clainns particularly pointing out and distinctly 
clainning the subject matter which the applicant regards as his invention. 
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Claim 3 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 3 recites the limitation "wherein the particles size of said fully dispersed 
uniform form ranges from 50 to 400 nm" in lines 1-2. The claim lacks clear antecedent 
basis for this limitation in the claim. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an International application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 



The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
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Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 2 and 4-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Mikl^onen et al. (N). 

Applicant claims an aqueous suspension of a hydrophobic nutrient which 
comprises the nutrient in ester form associated with a dispersion aid selected from the 
group consisting of a triglyceride, an essential oil extractive, night primrose oil, fish oil, 
and a mixture of any of the foregoing dispersion aids; a dispersion agent; and an 
aqueous medium into which said associated nutrient is suspended. Applicant further 
claims the suspension as defined in claim 1 , wherein said associated nutrient is in a 
fully dispersed, uniform form in the aqueous medium. Applicant further claims the 
suspension as defined in claim 1 , wherein said ester is an ester of a nutritional 
compound selected from the group consisting of (a) a phytosterol selected from the 
group consisting of stigmasterol, sitosterol, fucosterol. brassicasterol, campesterol, 
clionasterol, desmosterol, chalinosterol, poriferasterol, and any mixture of the foregoing 
phytosterols; (b) a phytostanol selected from the group consisting of a sitostanol or 13 
sitostanol, campestanol, brassicastanol. clionastanol, stigrnastanol, desmostanol, 
chalinostanol, poriferastanol, 22, 23 dihydrobrassicastanol and any mixture of the 
foregoing phytostanols; (c) lutein; (d) Coenzyme QIO; (e) isoflavones; (f) and a mixture 
of any of the foregoing esters. Applicant further claims the suspension as defined in 
claim 1. wherein said triglyceride is selected from the group consisting of sunflower oil, 
soy bean oil, olive oil. a medium chain triglyceride selected from the group consisting of 
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fatty acids ranging from C6 to C~2, and a mixture of any of the foregoing triglycerides. 
Applicant further claims the suspension as defined in claim 1 , wherein said essential oil 
extractive is one selected from the group consisting of orange oil. lime oil, clove oil, 
oregano oil, peppermint oil, cinnamon oil, and a mixture of any of the foregoing 
extractives. Applicant further claims the suspension as defined in claim 1, wherein said 
dispersion agent is selected from the group consisting of (a) lecithin, (b) a hydrocolloid, 
(c) a surfactant and (d) a mixture of any of the foregoing dispersion agents. Applicant 
further claims the suspension as defined in claim 7, wherein said lecithin is selected 
from the group consisting of lecithin derived from soybean and lecithin derived from 

egg- 

Mikkonen teaches phytosterol and phytostanol esters, e.g., 1 3-sitosterol and [3- 
sitostanol esters, that have been modified so that the fat solubility of their derivatives 
are significantly increased in relation to free phytosterols and phytostanols (see page 7, 
lines 11-17). On page 10, lines 18-21 , Mikkonen teaches that the compounds of his 
invention "are soluble and/or dispersible in water, ethanol and lipids, so that compounds 
according to this invention can at the same time be dissolved/dispersed in water and 
ethanol and dissolved in the fatty component of the product." On page 15, lines 30-31, 
examples of plant sterol and/or plant sterols used in the making of the phytosterol esters 
and phytostanols taught by Mikkonen are sitosterol, stigmasterol, campesterol, 
brassicasterol, cycloartenol, 24-methylene cycloartenol and cyclobranol, etc. See also 
page 1 6 and 1 7, lines 1 -1 7. Dietary fats used in the making of the Mikkonen' 
compositions are taught on page 17, lines 19-21, and Include animal or milk fats, and 



Application/Control Number: 10/678,557 Page 6 

Art Unit: 1655 

plant oils such as rape seed, sunflower, olive and palm oil. Fat containing products, 
which are used. in the making of the compositions taught by Mikkonen are taught on 
page 17, lines 28-33. Mikkonen teaches an aqueous suspension cornprising an amino 
acid ester of a phytosterol and/or a phytostanol associated with a dispersion aid, a 
dispersion agent, and an aqueous medium into which the associated nutrient is 
suspended. For example, on page 39, in Example 29, IVIikkonen teaches a composition 
comprising a 13-sitosterol hemisuccinate (hydrophobic nutrient ester compound), mint 
oil (dispersion aid of an essential oil extractive), egg yolk (dispersion agent comprising 
lecithin), butter (dispersion aid containing triglycerides), cream (aqueous medium), and 
chocolate (dispersion aid containing triglycerides), alcohol (aqueous medium into which 
said associated nutrient is suspended). On pages 40-41 , In Example 31 , IVIikkonen 
teaches a cream liqueur comprising a [3-sitosterol hemisuccinate (hydrophobic nutrient 
ester compound), fat (dispersion aid containing a triglyceride), starch fluid sugar 
(dispersion aid of a hydrocolloid), and water and alcohol (aqueous medium). 
The reference anticipates the claimed subject matter. 

Claims 1,2, 4-7 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Phillip (A*). 

Applicant's claimed invention of Claims 1, 2 and 4-7 was set forth above. 
Applicant further claims the suspension as defined in claim 7, wherein said surfactant is 
selected from the group consisting of cetylpyridinium chloride, polysorbate 80, sorbitan 
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monosterate, a polyglycerol ester, a block copolymer of propylene oxide, ethylene oxide 
and a mixture of any of the foregoing surfactants. 

Philip teaches luteln-fatty acid esters containing lutein dipalmitate and 
triglycerides, which are soluble in vegetable oils and which can be used in aqueous 
foods as dispersions as a colorant (see Column 2, lines 43-50). In Example 1 , Philip 
teaches an aqueous composition comprising a lutein-fatty acid ester (hydrophobic 
nutrient in ester fomn associated with a C12 triglyceride, i.e., a triglyceride dispersion 
aid; see Table 1), mono- and diglycerides, Polysorbate 80 (dispersion agent; a 
surfactant), and ice cream (an aqueous medium into which the associated nutrient is 
suspended). In Example 2, Philip teaches dissolving hydrogenated vegetable oil, mono- 
and diglycerides, a lutein-fatty acid ester (hydrophobic nutrient in ester fomri associated 
with a C 12 triglyceride, i.e., a triglyceride dispersion aid; see Table 1), in acetone (an 
aqueous medium into which the associated nutrient is suspended), which is mixed with 
ground Citrus Juice Sacs, dried, dispersed in water, and mixed with sucrose, citric acid, 
and orange oil to form an aqueous beverage. 

The reference anticipates the claimed subject matter. 

Claims 1 , 2, 4, 5, 7 and 8 are rejected under 35 U.S.C. 102(b) as being 
anticipated by van Amerongen et al. (D*). 

Applicant's claimed invention of Claims 1 , 2, 4, 5, 7 and 8 was set forth above. 

In Column 4, lines 64-67, to Column 5, lines 1-15 (Example 2a), van Amerongen 
teaches an aqueous suspension of sunflower oil (dispersion aid- triglyceride) enriched 
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with esterified stanols, mixed witli refined sunflower oil and rapeseed oil, and palm oil, 
and kernel oil to form a fat blend (triglycerides) dispersion aids); to this fat blend 
soybean lecithin (dispersion agent), monoglyceride, and beta-carotene solution were 
added; an aqueous solution of water, whey protein powder (a hydrocolloid) were added 
to the fat blend. In Column 6, lines 1-16, van Amerongen teaches a process of making a 
dressing comprising mixing water with flavor components, preservatives, thickeners and 
emulsifiers (dispersion agent), and adding a sunflower oil enriched stanol ester to obtain 
an oil mixture; to this oil mixture sunflower is added (dispersion agent- triglyceride), 
which Is mixed in a colloid mixer, van Amerongen teaches, "A good and stable water 
continuous dressing enriched with 8% stanol equivalents (mainly present as C 18:0 
stanol esters) Is obtained." 

The reference anticipates the claimed subject matter. 

Claims 1-5, 7, 9 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Emodi et al. (E). 

Applicant's claimed invention of Claims 1 -5, 7 and 1 0 was set forth above. 
Applicant further claims the suspension as defined in claim 7, wherein said hydrocolloid 
is selected from the group consisting of xanthan gum, starch, pectin, gelatin, guar gum, 
carrageenan, methylcellulose, hydroxypropyl cellulose and a mixture of the foregoing 
mixtures. 

Emodi teaches an aqueous suspension of a hydrophobic nutrient comprising the 
instantly claimed ingredients. In Column 1, lines 53-67, Emodi teaches carotenoid 
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coloring agents such as lutein and lower alky! esters of hydroxyl- or carboxyl-containing 
members of this group such as the methyl and ethyl esters can be used in the malting of 
his invention. In Column 3, lines 28-40, Emodi teaches liquid compositions comprising 
of either poiysorbate 60 or preferably polysorbate 80 (dispersion agent- surfactant), 
. monoglycerides of lower weight saturated coconut oil fatty acids, and coconut 
triglycerides (dispersion aid) to form a viscous liquid. See also Column 3, lines 63-67 to 
Column 4, lines 1-5. In Column 4, lines 21-45, Emodi teaches adding water to the 
viscous liquid. In another example as set forth in Column 4, lines 6-14, Emodi teaches 
adding to the viscous liquid, as set forth immediately above, a previously formed 
aqueous solution containing a soluble colloid forming agent, sugar and preservatives in 
the making of a water-soluble powdered product. In Column 2, lines 25-67, Emodi 
teaches using gelatin as a hydrocolloid in the making of the referenced composition. 
Emodi further teaches filtering the various liquids and powders to retain particles larger 
than 0.22 microns. 

The reference anticipates the claimed subject matter. 

Claims 1-5 and 7-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Patrick et al. (O). 

Applicant's claimed invention was set forth above. 

Patrick teaches aqueous dispersions comprising plant sterols and other high 
melting lipids. The phytosterols and other high melting lipids used in the method of 
making the compositions taught by Patrick are present as finely divided particles having 
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a size of 15 microns or less; and preferably 10 nanometers to 50 microns. See page 4, 
lines 2-3 and page 7, lines 35-36. Preferred phytosterols are beta-sitosterol, 
campesterol, stigmasterol, brassicasterol and ergosterol. High melting lipids taught by 
Patrick include sterolesters and stanolesters, triglycerides of vegetable oils, mono- and 
diglycerides (see page 4, lines 56-58). On page 5, lines 9-13, Patrick teaches that his 
invention may be applied to chemically modified phytostanols and chemically modified 
sterols, wherein the chemical modifications include esterification and interesterification. 
"Examples of phytostanols include campestanol, 22, 23 dihydrobrassicastanol. beta- 
sitostanol and clionastanol. Fatty acids esterified to the sterols include long and short 
chain fatty acids, i.e., CI to C22." Patrick further teaches dispersing phytosterols or 
other high melting lipids in emulsifiers (dispersion agents), such as TWEENs™, 
especially polysorbate 60, and polyglyceryl esters, on page 5, lines 16-19. The aqueous 
dispersions may further include water (aqueous medium), gums, starches, gelatin 
(dispersion agent- hydrocolloids), milk and milk proteins (see page 5, lines 20-23; page 
6, lines 9-31). On page 6, lines 32-44, Patrick teaches adding a fatty phase (dispersion 
aid-trlglycerides), e.g., oils of sunflower, safflower, rapeseed, linseed, linola and/or 
soybean, to the referenced aqueous compositions. See Claims 1-11 and 25-31 . 
The reference anticipates the claimed subject matter. 

Claims 1-10 are rejected under 35 U.S.C. 102(e) as being anticipated by Kcopf et 
al. (B). Applicant's claimed Invention was set forth above. 
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Kropf teaches nanoscale esters of phytosterols such as ergosterols, 
campesterols, stigmasterols, brassicasterols, 1 3-sitosterol and 1 3-sitostanols with 
particle diameters of 10 to 300 nm, preferably 50 to 150 nm, which are used in the 
malting of aqueous cosmetic and/or pharmaceutical preparations (see Column 1 . lines 
53-61; Column 2, lines 5-9; and. Column 3, lines 33-43). In Column 2, lines 10-33. Kropf 
teaches that use of phytosterol esters in association with fatty acids containing 12 to 18 
carbons are preferred. In Column 2, lines 32-37, 'These esters may be prepared both 
by direct esterification of the phytosterols with the fatty acids or by transesterification 
with fatty acid lower alky! esters of triglycerides...". Kropfteaches several methods of 
making the referenced nanoparticle phytosterol esters. For example, one method 
involves rapid expansion of supercritical solutions: "To prevent the nanoparticles from 
agglomerating,... dissolve the starting material In the presence of suitable protective 
colloids or emulsifiers and/or to expand the critical solutions into aqueous and/or 
alcoholic solutions of the protective colloids or emulsifiers or into cosmetic oils which 
may in turn contain redissolved emulsifiers and/or protective colloids. Suitable protective 
colloids are, for example, gelatine, casein, gum arable, lysalbinic acid, starch and 
polymers, such as polyvinyl alcohols, polyvinyl pyrrolidones, polyalkylene glycols and 
polyacrylates." See Column 2, lines 39-53. The nanoscale esters taught by Kropf are 
surrounded by a protective colloid and/or an emulsifier (see Column 2, lines 49-58). In 
another example, Kropf teaches that the nanoscale esters are dissolved in a solvent, 
e.g., vegetable oils, introduced into water or another non-solvent, optionally in the 
presence of a surface-active compound dissolved therein, wherein the nanoparticles are 
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precipitated by tlie liomogenization of the two Irrimiscible solvents, in Column 2, lines 
58-67. In Column 3, lines 33-43. Kropf further teaches that the hanoscale sterol esters 
can be use in the making of shampoos, lotions, foam baths or emollients that may 
contain surfactants, oils, emulsifiers, superfatting agents, perfume oils, etc. Examples of 
the dispersing aids and dispersing agents used in the making of the compositions 
taught by Kropf are set forth in Column 3, line to Column 6 in its entirety, and Column 
10, lines 10-53. Examples of using the phytosterol particles taught by Kropf are 
exemplified in Table 2. in Column 1 1-14. For instance, composition 13, a foam bath, 
comprises a nanosterol ester of Example 1 (hydrophobic nutrient in ester fonn 
comprising 13-sitosterol, campesterol and stigmasterol). melissa oil (dispersion aid- an 
essential oil extractive), Eumulgin® SE (dispersion agent- surfactant), polyglyceryl-2- 
dipolyhydroxystearate (dispersion agent- surfactant), and water. 
The reference anticipates the claimed subject matter. 

Claims 1, 2, 4, 5, 7, 9 and 10 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Yuan et al. (C). 

Applicant's claimed invention was set forth above. 

Yuan teaches compositions comprising phytosterols, e.g., sitosterol, sitosterin, 
campesterol, campesterol, stigmasterol, and mixtures thereof) that are dispersible in oil, 
water, or both water and oil (see Column 1 , lines 27-46). In Column 3, lines 43-62, Yuan 
teaches that sterols esterified with fatty acids, as well as esters of sterols and stands 
can be used in the making of the referenced compositions. In Column 4, lines 8-34, 
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Yuan teaches that the composition of his invention comprises one or more fats, such as 
a liquid oil (soybean oil, sunflower oil) and triglycerides or fatty acids (dispersing aids). 
In Column 4, lines 35-65, Yuan further teaches that his compositions comprise 
emulsifiers (dispersing agents), such as polysorbate 80, polysorbate 60, sorbitan 
monostearate, DATEM, sodium stearyl lactylate. Fihally, in Column 6, lines 8-21 , Yuan 
teaches adding hydrocolloids to the referenced compositions. For example, xanthan 
gum, alginate, carrageenan, carboxymethyi cellulose, methylcellulose, guar gum, etc., 
and mixtures thereof are taught as hydrocolloids useful in the making of the Yuan' 
compositions. In Column 8, lines 30-60, (Example 5), Yuan teaches an aqueous 
composition comprising a [3-sitosterol ester (a hydrophobic nutrient ester) associated 
with fatty acid methyl esters of canola oil (fatty acids ranging from C6 to C~2), 
polysorbate 60 (a dispersion agent- surfactant; a sorbitan monostearate) and water. 
The reference anticipates the claimed subject matter. 



Claim Rejections ' 35 use § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which fomris the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Kropf et al. (B*) in view of Ozawa et al. (P) and Hendler et al. (F*)., 
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Applicant's claimed invention was set forth above. 

The teachings of Kropf are set forth above. Kropf teaches the claimed aqueous 
dispersion except for wherein the hydrophobic nutrient in ester form associated with a 
dispersion aid is either Coenzyme Q10 or isoflavones, and a mixture of any of the 
foregoing esters. However, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to modify the aqueous suspension of hydrophobic 
nutrients taught by Kropf by adding an ester of Coenzyme Q 10 and/or an ester of 
isoflavones to provide the claimed invention because Ozawa and Hendler teach esters 
of the claimed ingredients, which are soluble in aqueous solutions and which have 
beneficial functional effects. Firstly, Ozawa teaches a composition comprising an ester 
of coenzyme Q10 (ubidecarenone) having improved solubility and bioavailability, 
wherein coenzyme Q 10 is dissolved or dispersed in a fatty group. On page 2, lines 6- 
17, Ozawa teaches adding a middle fatty chain monoglycerine ester to coenzyme 01 0 
to make to improve the absorption of the ingredient when orally administered. Ozawa 
further teaches adding a vegetable oil to make an admixture. For example, see 
Example 2 wherein Ozawa teaches heating and dissolving coenzyme Q 10 in an 
admixture of monoglycerin caprate ester (nutrient ester associated with a dispersion 
aid) and soy bean oil (dispersion aid- triglyceride) to prepare a ubidecarenone ester 
solution, which is used in the making of medicines to improve cardiac functions. 
Secondly, Hendler teaches esters of soybean isoflavones, such as genistein, which are 
used in the making of aqueous solutions (See Figure 1). On page 1, in [0010] to [0011], 
Hendler teaches that the esterified isoflavones of his invention provide increased 
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bioavailability of isofiavones and have good biocompatibility (see [0020]). At the time the 
invention was made, one of ordinary skill in the art would have been motivated and one 
would have had a reasonable expectation of success to add the Coenzyme Q10 ester 
and/or the isoflavone ester taught by Ozawa and Hendler to the aqueous suspension 
taught by Kropf to provide the claimed invention because Ozawa teaches that when a 
middle chain fatty acid monoglycerine ester group and a vegetable are added to 
coenzyme Q 10, the oral absorption of coenzyme Q 10 improves, and that 
hydroxypropyl cellulose can be evenly dispersed in an admixture solution of an ester of 
coenzyme Q10; and, Hendler teaches suggests that esterified isofiavones can be 
administered in the treatment of various disease conditions, as set forth on page 4, in 
[0050] to [0051]. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the claimed invention was made to combine the instant ingredients for their known 
benefit since each is well known in the art for their claimed purpose and for the following 
reasons. This rejection is based on the well established proposition of patent law that no 
invention resides in combining old ingredients of known properties where the results 
obtained thereby are no more than the additive effect of the ingredients, In re Sussman, 
1943 CD. 518. Any mixture of the components embraced by the claims which does not 
exhibit an unexpected result (e.g., synergism) is therefore ipso facto unpatentable. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
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ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Claims 1, 2, 4, 5 and 7 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mikkonen et al. (N) or Philip (A*) or van Amerongen et al. (D*) or 
Emodi et al. (E*) or Patrick et al. (O) or Yuan et al. (C*) in view of Ozawa et al. (P) and 
Hendleretal. (F*). 

Applicant's claimed invention was set forth above. 

The teachings of Mikkonen, Philip, van Amerongen, Emodi, Patrick, Yuan are set 
forth above. Neither Mikkonen, Philip, van Amerongen, Emodi, Patrick nor Yuan teach 
an aqueous suspension wherein the hydrophobic nutrient in ester form associated with 
a dispersion aid is either Coenzyme Q~0 ester or an isoflavone ester, and a mixture of 
any of the foregoing esters. However, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to modify any of the aqueous suspension 
of hydrophobic nutrients taught by either Mikkonen, Philip, van Anrierongen, Emodi, 
Patrick or Yuan by adding an ester of Coenzyme Q-10 and/or an ester of isoflavones to 
provide the claimed invention because Ozawa and Hendler teach esters of the claimed 
ingredients, which are soluble In aqueous solutions and which have beneficial functional 
effects. Firstly, Ozawa teaches a composition comprising an ester of coenzyme Q 10 
(ubidecarenone) having improved solubility and bioavailability, wherein coenzyme Q10 
is dissolved or dispersed in a fatty group. On page 2. lines 6-17, Ozawa teaches adding 
a middle fatty chain monoglycerine ester to coenzyme Q 10 to make to improve the 
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absorption of Vne ingredient when orally administered. Ozawa furtlier teaches adding a 
vegetable oil to make an admixture. For example, see Example 2 wherein Ozawa 
teaches heating and dissolving coenzyme Q 10 in an admixture of monoglycerin 
caprate ester (nutrient ester associated with a dispersion aid) and soy bean oil 
(dispersion aid- triglyceride) to prepare a unibecarenone solution, which is used in the 
making of medicines to improve cardiac functions. Secondly, Hendler teaches esters of 
soybean isoflavones. such as genistein. which are used in the making of aqueous 
solutions (See Figure 1). On page 1, in [0010] to [0011], Hendler teaches that the 
esterified isoflavones of his invention provide increased bioavailability of isoflavones 
and have good biocompatibility (see [0020]). At the time the invention was made, one of 
ordinary skill in the art would have been motivated and one would have had a 
reasonable expectation of success to add the Coenzyme Q10 ester and/or the 
isoflavone ester taught by Ozawa and Hendler to the aqueous suspension taught by 
Kropfto provide the claimed invention because Ozawa teaches that when a middle 
chain fatty acid monoglycerine ester group and a vegetable are added to coenzyme 
Q10, the oral absorption of coenzyme Q 10 improves, and that hydroxypropyl cellulose 
can be evenly dispersed in an admixture solution of an ester of coenzyme Q 10; and, 
Hendler suggests that esterified isoflavones can be administered in the treatment of 
various disease conditions, as set forth on page 4, in [0050] to [0051]. 

Moreover, it would have been obvious to one of ordinary skill in the art at the time 
the claimed invention was made to combine the instant ingredients for their known 
benefit since each is well known in the art for their claimed purpose and for the following 
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reasons. This rejection is based on the well established proposition of patent law that no 
invention resides in combining old ingredients of Itnown properties where the results 
obtained thereby are no more than the additive effect of the ingredients, In re Sussman. 
1943 CD. 518. Any mixture of the components embraced by the claims which does not 
exhibit an unexpected result (e.g., synergism) is therefore ipso facto unpatentable. 

From the teachings of the references, it is apparent that one of ordinary sl<ill in 
the art would have had a reasonable expectation of success in producing the clainhed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

* Applicant is advised that the cited U.S. patents and patent application 
publications are available for download via the Officers PAIR. As an alternate source, 
all U.S. patents and patent application publications are available on the USPTO web 
site (www.usDto.aov ). from the Office of Public Records and from commercial sources. 
Should you receive inquiries about the use of the Office's PAIR system, applicants may 
be referred to the Electronic Business Center (EBC) at 
http://www.uspto.aov/ebc/index.html or 1-866-217-9197. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michele Flood whose telephone number is 571-272- 
0964. The examiner can normally be reached on 7:00 am - 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on 571-272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tlie status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 



USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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